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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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DETAILED ACTION 

Status of Application/Amendment/Claims 

Applicant's response 05/1 1/2010 has been considered. Rejections and/or 
objections not reiterated from the previous office action mailed 02/18/2010 are hereby 
withdrawn. The following rejections and/or objections are either newly applied or are 
reiterated and are the only rejections and/or objections presently applied to the instant 
application. The text of those sections of Title 35, U.S. Code not included in this action 
can be found in a prior Office action. 

With entry of the amendment filed on 05/11/2010, claims 1,4-6, 10, 13 and 14 
are pending in the application. 

Response to Declaration 

The declaration filed on 05/1 1/2010 under 37 CFR 1 .132 is sufficient to 
overcome the rejection of claims 1, 5, 6, 10 and 13-14 rejected under 35 U.S.C. 102(e) 
as being anticipated by Lewis et al. (US 2003/0143204 of record PTO Form 892 mailed 
12/31/2007) and further evidenced by Thierry etal. (US 6,110,490) and claims 1,4-6, 
10, 13 and 14 under 35 U.S.C. 103(a) as being obvious over Lewis et al. (US 
2003/0143204 of record PTO Form 892 mailed 12/31/2007), Manoharan, M. 
(Biochimica et Biophysica Acta 1489, 1999: 1 17-130 of record PTO Form 892 mailed 
12/31/2007) and further evidenced by Thierry et al. (US 6,1 10,490). 
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Claim Objections - necessitated by claim amendments 

Claim 5 is objected to because of the following informalities: claim 5 recites the 
limitation "wherein the labile is selected...". The sentence appears to be incomplete 
and should recite the "labile bond". Appropriate correction is required. 

Claim Rejections - 35 USC §112 
Necessitated by claim amendments 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1, 4-6, 10 and 13-14 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. This is a new matter rejection . 

Claims 1, 4-6, 10 and 13-14 are drawn to a composition comprising an RNA 
consisting of "at least one hydrophobic group having one to twenty carbon atoms" and 
wherein "transfection reagent is enhanced via hydrophobic interactions between the 
hydrophobic group linked to the RNA with a hydrophobic part of the amphipathic 
transfection reagent". 

The specification does not disclose or contemplate a RNA consisting of a 
hydrophobic group having a range of one to twenty carbon atoms. The specification 
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does exemplify specific hydrophobic groups having carbon atoms within that range but 
there is not support for the claimed range. 

Further, the specification does not contemplate the limitation wherein the 
hydrophobic group linked to the RNA binds to the hydrophobic group of the transfection 
reagent. 

If Applicant believes that such support is present in the specification and claimed 
priority documents, Applicant should point, with particularity, to where such support is to 
be found. 

Response to Applicant's Arguments 
Claim Rejections - 35 USC § 102 - maintained 

The rejection of claims 1, 4-6, 10 and 13-14 under 35 U.S.C. 102(e) as being 
anticipated by Fosnaugh et al. (US 2003/0143732 of record PTO Form 892 mailed 
12/31/2007) as evidenced by Thierry et al. (US 6,110,490) is maintained for the reasons 
of record. 

Applicant's arguments filed 05/1 1/2010 have been fully considered but they are 
not persuasive. Applicant submits the Examiner's interpretation of enhance is 
excessively broad and expands the definition beyond the ordinary and customary 
meaning beyond the field and the instant specification. The Examiners interpretation 
was not broad because the term "enhanced" was interpreted to mean the interaction of 
a siRNA molecule comprising a hydrophobic group with a transfection agent such that 
the siRNA is capable of entering a cell. Thus based on the description of a hydrophobic 
modification of an siRNA from the specification and interpretation of the claim 
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limitations, a siRNA which consists of any hydrophobic modification would allow 
interaction of the siRNA with the transfection agent and therefore would alter i.e. 
enhance the interaction of a siRNA with a transfection agent. Thus because Fosnaugh 
et al. teach conjugates comprising siRNA and functional groups that are complexed with 
liposomes and because Thierry et al. teach liposomal complexes comprising 
oligonucleotides are formed by hydrophobic interactions, Fosnaugh et al. anticipates the 
instant claims. 

Applicant further argues Fosnaugh et al. teach a wide range of modifications and 
delivery vehicles and do not provide any clear guidance as to which modifications, 
delivery vehicles or combinations possess the desired properties. It is not clear which 
desired properties the Applicant is referring to. The claims are drawn to a composition 
comprising a modified RNA molecule consisting of a hydrophobic group and a 
transfection reagent wherein the association of the RNA is enhanced via a hydrophobic 
interaction between the group and the transfection reagent. As stated previously and 
reiterated above, because Fosnaugh et al. teach conjugates comprising siRNA and 
functional groups that are complexed with liposomes and because Thierry et al. teach 
liposomal complexes comprising oligonucleotides are formed by hydrophobic 
interactions, Fosnaugh et al. anticipates the instant claims. 

Applicant argues Fosnaugh et al. do not teach a hydrophobic modification that 
enhances the interaction of the RNA with the transfection reagent. As discussed 
previously, a siRNA which consists of any hydrophobic modification would allow 
interaction of the siRNA with the transfection agent and therefore would alter i.e. 
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enhance the interaction of a siRNA with a transfection agent which would be an inherent 
property. Because the term "enhanced" is not defined in the instant specification and 
Applicant has not shown specifically how the hydrophobic group enhances this 
interaction, the arguments are not persuasive. Further the instant claims broadly recite 
at least one hydrophobic group which could be a lipid and do not exemplify which 
hydrophobic group has this property of enhancing the interaction with a transfection 
reagent. One of ordinary skill in the art based on Fosnaugh et al. would attach a 
hydrophobic group such as a lipid to a RNA molecule because this modification was 
known to enhance the properties of the RNA molecule. 

The specification discloses that RNA molecules with an attached hydrophobic 
group can alter the interaction of the RNA with the transfection reagent thus because 
Fosnaugh et al. teach conjugates comprising siRNA and functional groups that are 
complexed with liposomes and the functional groups such as lipids have the inherent 
property of altering the interaction between the lipid and a transfection reagent such as 
liposomes, Fosnaugh et al. anticipates the instant claims. 

Claim Rejections - 35 USC § 103 - maintained 

The rejection of claims 1, 4-6, 10, 13 and 14 under 35 U.S.C. 103(a) as being 
obvious over Fosnaugh et al. (US 2003/0143732 of record PTO Form 892 mailed 
12/31/2007), Manoharan, M. (Biochimica et Biophysica Acta 1489, 1999: 117-130 of 
record PTO Form 892 mailed 12/31/2007) and further evidenced by Thierry et al. (US 
6,1 10,490) is maintained for the reasons of record. 
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Applicant states that the amendments and arguments made above in the 
response to the 102 rejection are sufficient to overcome the 103 rejections. Response 
to Applicant's arguments are addressed above and do not overcome the 102 rejections 
of record and therefore do not overcome the 103 rejection. 

Thus, the rejection of record is maintained. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kimberly Chong whose telephone number is 571-272- 
31 1 1 . The examiner can normally be reached Monday thru Friday between 7-4 pm. 

If attempts to reach the examiner by telephone are unsuccessful please contact 
Christopher Low at 571 -272-0951 . The fax phone number for the organization where 
this application or proceeding is assigned is 571-273-8300. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. For more 
information about the PAIR system, see http://pair-direct.uspto.gov. 

For all other customer support, please call the USPTO Call Center (UCC) at 800- 
786-9199. 



/Kimberly Chong/ 
Primary Examiner 
Art Unit 1635 



